Food and Drug Administration, HHS
§§900.8-900.9 [Reserved]

Subpart B—Quality Standards and
Certification

§900.10 Applicability.

The provisions of subpart B are appli-
cable to all facilities under the regu-
latory jurisdiction of the United States
that provide mammography services,
with the exception of the Department
of Veterans Affairs.

§900.11 Requirements for certifi-

cation.

(a) General. After October 1, 1994, a
certificate issued by FDA is required
for lawful operation of all mammog-
raphy facilities subject to the provi-
sions of this subpart. To obtain a cer-
tificate from FDA, facilities are re-
quired to meet the quality standards in
§900.12 and to be accredited by an ap-
proved accreditation body or other en-
tity as designated by FDA.

(b) Application—(1) Certificates. (i) In
order to qualify for a certificate, a fa-
cility must apply to an FDA-approved
accreditation body, or to another enti-
ty designated by FDA. The facility
shall submit to such body or entity the
information required in 42 U.S.C.
263b(d)(1).

(ii) Following the agency’s receipt of
the accreditation body’s decision to ac-
credit a facility, or an equivalent deci-
sion by another entity designated by
FDA, the agency may issue a certifi-
cate to the facility, or renew an exist-
ing certificate, if the agency deter-
mines that the facility has satisfied
the requirements for certification or
recertification.

(2) Provisional certificates. (i) A new
facility beginning operation after Octo-
ber 1, 1994, is eligible to apply for a pro-
visional certificate. The provisional
certificate will enable the facility to
perform mammography and to obtain
the clinical images needed to complete
the accreditation process. To apply for
and receive a provisional certificate, a
facility must meet the requirements of
42 U.S.C. 263b(c)(2) and submit the nec-
essary information to an approved ac-
creditation body or other entity des-
ignated by FDA.

(ii) Following the agency’s receipt of
the accreditation body’s decision that
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a facility has submitted the required
information, FDA may issue a provi-
sional certificate to a facility upon de-
termination that the facility has satis-
fied the requirements of §900.11(b)(2)(i).
A provisional certificate shall be effec-
tive for up to 6 months from the date of
issuance. A provisional certificate can-
not be renewed, but a facility may
apply for a 90-day extension of the pro-
visional certificate.

(3) Extension of provisional certificate.
(i) To apply for a 90-day extension to a
provisional certificate, a facility shall
submit to its accreditation body, or
other entity designated by FDA, a
statement of what the facility is doing
to obtain certification and evidence
that there would be a significant ad-
verse impact on access to mammog-
raphy in the geographic area served if
such facility did not obtain an exten-
sion.

(ii) The accreditation body shall for-
ward the request, with its rec-
ommendation, to FDA within 2 busi-
ness days after receipt.

(iii) FDA may issue a 90-day exten-
sion for a provisional certificate upon
determination that the extension
meets the criteria set forth in 42 U.S.C.
263b(c)(2).

(iv) There can be no renewal of a pro-
visional certificate beyond the 90-day
extension.

(c) Reinstatement policy. A previously
certified facility that has allowed its
certificate to expire, that has been re-
fused a renewal of its certificate by
FDA, or that has had its certificate
suspended or revoked by FDA, may
apply to have the certificate reinstated
so that the facility may be considered
to be a new facility and thereby be eli-
gible for a provisional certificate.

(1) Unless prohibited from reinstate-
ment under §900.11(c)(4), a facility ap-
plying for reinstatement shall:

(i) Contact an FDA-approved accredi-
tation body or other entity designated
by FDA to determine the requirements
for reapplication for accreditation;

(ii) Fully document its history as a
previously provisionally certified or
certified mammography facility, in-
cluding the following information:

(A) Name and address of the facility
under which it was previously provi-
sionally certified or certified;
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(B) Name of previous owner/lessor;

(C) FDA facility identification num-
ber assigned to the facility under its
previous certification; and

(D) Expiration date of the most re-
cent FDA provisional certificate or
certificate; and

(iii) Justify application for reinstate-
ment of accreditation by submitting to
the accreditation body or other entity
designated by FDA, a corrective action
plan that details how the facility has
corrected deficiencies that contributed
to the lapse of, denial of renewal, or
revocation of its certificate.

(2) FDA may issue a provisional cer-
tificate to the facility if:

(i) The accreditation body or other
entity designated by FDA notifies the
agency that the facility has adequately
corrected, or is in the process of cor-
recting, pertinent deficiencies; and

(ii) FDA determines that the facility
has taken sufficient corrective action
since the lapse of, denial of renewal, or
revocation of its previous certificate.

(3) After receiving the provisional
certificate, the facility may lawfully
resume performing mammography
services while completing the require-
ments for certification.

(4) If a facility’s certificate was re-
voked on the basis of an act described
in 41 U.S.C. 263b(i)(1), no person who
owned or operated that facility at the
time the act occurred may own or oper-
ate a mammography facility within 2
years of the date of revocation.

§900.12 Quality standards.

(a) Personnel. The following require-
ments apply to all personnel involved
in any aspect of mammography, includ-
ing the production, processing, and in-
terpretation of mammograms and re-
lated quality assurance activities:

(1) Interpreting physicians. All physi-
cians interpreting mammograms shall
meet the following qualifications:

(1) Initial qualifications. Unless the ex-
emption in paragraph (a)(1)(iii)(A) of
this section applies, before beginning
to interpret mammograms independ-
ently, the interpreting physician shall:

(A) Be licensed to practice medicine
in a State;

(B)(1) Be certified in an appropriate
specialty area by a body determined by
FDA to have procedures and require-

21 CFR Ch. | (4-1-02 Edition)

ments adequate to ensure that physi-
cians certified by the body are com-
petent to interpret radiological proce-
dures, including mammography; or

(2) Have had at least 3 months of doc-
umented formal training in the inter-
pretation of mammograms and in top-
ics related to mammography. The
training shall include instruction in ra-
diation physics, including radiation
physics specific to mammography, ra-
diation effects, and radiation protec-
tion. The mammographic interpreta-
tion component shall be under the di-
rect supervision of a physician who
meets the requirements of paragraph
(a)(1) of this section;

(C) Have a minimum of 60 hours of
documented medical education in
mammography, which shall include: In-
struction in the interpretation of mam-
mograms and education in basic breast
anatomy, pathology, physiology, tech-
nical aspects of mammography, and
quality assurance and quality control
in mammography. All 60 of these hours
shall be category I and at least 15 of
the category I hours shall have been
acquired within the 3 years imme-
diately prior to the date that the phy-
sician qualifies as an interpreting phy-
sician. Hours spent in residency specifi-
cally devoted to mammography will be
considered as equivalent to Category I
continuing medical education credits
and will be accepted if documented in
writing by the appropriate representa-
tive of the training institution; and

(D) Unless the exemption in para-
graph (a)(1)(iii)(B) of this section ap-
plies, have interpreted or multi-read at
least 240 mammographic examinations
within the 6-month period immediately
prior to the date that the physician
qualifies as an interpreting physician.
This interpretation or multi-reading
shall be under the direct supervision of
an interpreting physician.

(ii) Continuing experience and edu-
cation. All interpreting physicians shall
maintain their qualifications by meet-
ing the following requirements:

(A) Following the second anniversary
date of the end of the calendar quarter
in which the requirements of paragraph
(a)(1)(i) of this section were completed,
the interpreting physician shall have
interpreted or multi-read at least 960
mammographic examinations during
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